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DETAILED ACTION 

This action is in response to applicant's amendments submitted 2 November 2006. The 
previous indications of allowable subject matter are withdrawn. A new rejection follows. 

Claim Objections 

1 . Claim 29 objected to because of the following informalities: there is a period 
after the 6 th paragraph of the claim. This must be changed to either a semi-colon or 
comma. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 29-34, 36-42, 44-50, 52, 54,55 and 96 are rejected under 35 
U.S.C. 102(b) as being anticipated by TSAO (US 5,084,018). 

Regarding claims 29,37,45,54, and 96, Tsao teaches a syringe assembly having a 
retractable needle and designed for one-time use, comprising: a hollow syringe body 
comprising a barrel (12) having a front end portion containing a retraction mechanism 
(38) having a retractable needle (30), a needle holder having an inner head (34) and a 
continuous retaining member (26) configured for operation by forward movement of a 
plunger (50), and a back end portion having an opening (above 11); the continuous 
retaining member surrounding the inner head of the needle holder and having a surface 
mating (26) with a facing surface of the hollow syringe body, thereby making a seal for a 
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variable fluid chamber in the barrel; a plunger having a front end portion (54) comprising 
a head (56), an outer wall surface on the plunger front end portion having a plunger seal 

(58) element fixed on the outer wall surface, and a back end portion with an end cap 

(59) having an outer periphery; the plunger being reciprocally mounted in said barrel 
with the plunger seal element in sliding sealed contact with the barrel; and the retraction 
mechanism being released for retraction of the retractable needle when the plunger is 
moved forward to release the continuous retaining member, without moving the plunger 
seal element longitudinally along the outer wall surface by contact between the plunger 
seal element and the continuous retaining member, the outer periphery of the plunger 
end cap being receivable into the opening in the back end portion of the hollow syringe 
body upon retraction. See the progression from Fig 1 to Fig 4. 

Regarding claims 30, 39, and 47 a structure (24) mounted in the front end portion of the 
barrel prevents forward motion of the retractable needle during retraction of the needle 
to prevent pain when the needle is retracted from a patient. 
Regarding claims 31 ,41 ,42, and 49 the plunger carries a tip (56) which protrudes to 
contact the continuous retaining member and release the retractable needle when 
retraction is initiated by pushing on the plunger. 

Regarding claims 32,38, and 46, the continuous retaining member is a separable part 
of the retraction mechanism which acts as a fluid seal for a variable chamber in the 
barrel behind the separable part. See Fig 1 
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Regarding claims 33 and 48the continuous retaining member is separable from the 
inner head of the needle holder when retraction is initiated by pushing on the plunger. 
See Fig 3 

Regarding claims 34, 40, 50, and 55 the continuous retaining member is separated from 
the inner head of the needle holder by means of force applied by said tip to said 
continuous retaining member when retraction is initiated by pushing on said plunger. 
See Fig 3 

Regarding claims 36, 44, and 52, the outer periphery of the plunger end cap is lodged in 
the opening of the back end portion of the hollow syringe body by pressing the end cap 
to cause retraction, whereby the plunger cannot be grasped after retraction. See Fig 4. 

3. Claims 58-94 are rejected under 35 U.S.C. 102(b) as being anticipated by 
PRESSLY et al (US 5,21 1 ,629). 

Regarding claims 58 and 81, Pressly et al teaches a syringe having a hollow body (5) 
with first (9, distal) and second (proximal, unlabeled) open ends and an inside wall of 
varying inside diameter extending between the first and second open ends (Fig 1), a 
needle retraction mechanism (13) insertable into the body through the second open 
end, a plunger (7) having a forwardly extending plunger head (43) insertable into the 
body through the second open end behind the needle retraction mechanism, and a 
needle (3) extending forwardly of the first open end, wherein: the body comprises a 
nose (9, walls unlabeled at distal-most end of the syringe body) adjacent to the first 
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open end, a barrel adjacent to the second open end, and a transition zone between the 
nose and barrel; the needle retraction mechanism is grounded inside the nose and 
comprises an elongated needle holder and a spring (21 ); the elongated needle holder 
further comprises a needle holding portion (13) secured in fixed relation to the needle, a 
reduced diameter portion at one end of the needle holding portion, the reduced 
diameter portion extending forwardly through the first open end (the reduced diameter 
portion, the distal-most section of element 13, is seen extending between the walls 23 of 
the nose portion of the first open end in Fig 1); a head (top, proximal end of 13) at 
another end of the needle holding portion opposite the reduced diameter portion; a fluid 
path extending longitudinally through the needle holder in fluid communication with the 
needle and with a variable fluid chamber inside the body between the needle holder 
and the plunger (not labeled, taken as lumen of the needle/needle holding portion); and 
a retainer member (1 1 ) having a first annular surface (engaging 17) slidably engaging 
the needle holder head and a second annular surface (engaging 9) slidably engaging 
the inside wall of the body opposite the needle holder head; the spring is confined prior 
to retraction inside the nose in an annulus defined by the needle holding portion and a 
portion of the inside wall opposite the needle holding portion (Fig 1); the plunger head 
has a tip (43) aligned to abut against the.retainer member and slide the retainer 
member longitudinally out of engagement with the needle holder head during retraction 
(Fig 2); and the plunger comprises a retraction cavity (41) into which part of the 
retraction mechanism is received during retraction to withdraw the needle into the body 
through the first open end. 
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Regarding claims 59 and 82, the inside diameter of the barrel is larger than the inside 
diameter of the nose, and the inside diameter of the transition zone tapers inwardly 
between the barrel and the nose (Fig 1). 

Regarding claim 60, further comprising an annular shoulder (on element 13, (17)) 
between the needle holding portion and the reduced diameter portion, the annular 
shoulder abutting against the inside wall proximal to the first open end to ground the 
elongated needle holder inside the nose. 

Regarding claims 61 and 94, the tip of the plunger head defines an opening into the 
retraction cavity (Fig 2) 

Regarding claim 62, a resilient dislodgeable stopper (43) is positioned in the opening 
into the retraction cavity. 

Regarding claim 63, a front portion of the dislodgeable stopper extends forwardly of the 
tip (Fig 1) 

Regarding claim 64, the plunger head further comprises a slidable seal (43) contacting 
the inside wall of the barrel. 

Regarding claim 65, the seal is mounted in a fixed axial position on the plunger (Fig 1) 
Regarding claim 66, the plunger further comprises a rear end portion (45) opposite the 
plunger head, and a thumb cap at the rear end portion 
Regarding claim 67, the thumb cap has an opening (Fig 10A). 

Regarding claim 68, a closure installed in the opening and the retraction cavity is vented 
(Fig 1 0A). 
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Regarding claims 69 and 83, the barrel comprises a collar (47) adjacent to the second 
open end, and the thumb cap fits closely inside the collar when the plunger is 
depressed during retraction (Fig 2). 

Regarding claims 70 and 93, the plunger end cap is lodged in the barrel collar by 
pressing the plunger to cause retraction, thereby preventing subsequent withdrawal of 
the plunger from the barrel (Fig 2) 

Regarding claims 71 and 88, the syringe is made of a one-piece barrel. 

Regarding claims 72 and 84, the retainer member is positioned at the most constricted 

portion of the transition zone where the nose begins (Fig 1 ). 

Regarding claims 73 and 85, the retainer member engages the needle holder head with 
a holding force which exceeds a retraction force applied to the needle holder head by 
the spring when the spring is compressed (Fig 1). 

Regarding claims 74 and, the nose comprises an annular space between the inside wall 
and the spring into which the retainer member is forced upon separation from the 
needle holder head by the plunger tip during retraction (Fig 2). 
Regarding claims 75,86 and 87, the needle is inserted into the reduced diameter portion 
of the elongated needle holder extending forwardly of the body and is attached to the 
elongated needle holder (Fig 1). 

Regarding claims 76 and 88, the inside wall of the nose functions as a spring guide 
during compression of the spring (Fig 1 ). 

Regarding claims 77 and 90, the retainer member has an outside mating surface 
(against wall 9) making a seal with the inside wall. 
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Regarding claims 78 and 91, at least a portion of the retraction mechanism is received 
into the retraction cavity during retraction (Fig 2, cavity 41). 

Regarding claim 79, the retraction mechanism is releasable by forward movement of the 
plunger to disengage the retainer member from the needle holder head without contact 
between the plunger seal element and the retainer member (Fig 1 to Fig 2). 
Regarding claims 80 and 92, the retainer member acts as a fluid seal for the variable 
fluid chamber prior to retraction (Fig 1). 

Response to Arguments 

4. Applicant's arguments with respect to claims 29-34, 36-42, 44-50,52, 54,55, 58- 
94 and 96 have been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571)- 
272-9970. The examiner can normally be reached on 7:00-3:30pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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